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Continued Examination Under 37 CFR 1.114 

A request for continued examination under 37 CFR 1.1 14, including the fee set 
forth in 37 CFR 1 .17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1.17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 8/8/05 
has been entered. 

Claims 57-69 are pending. All rejections of claims 32-56 are hereby withdrawn in 
view of cancellation of those claims. 

Claim Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 57-69 are rejected under 35 U.S.C. 1 12, first paragraph, as failing to 
comply with the written description requirement. The claim(s) contains subject matter 
which was not described in the specification in such a way as to reasonably convey to 
_ one skilled jn the relevarit art that the inventor(s), at the time the application was filed, 
had possession of the claimed invention. This is a NEW MATTER rejection. 

A computer system comprising a user interface for entering a first experimental 
dataset comprising statistical values, as recited in new claim 57. is new matter. Original 
claim 32 recited a computer system comprising a user interface for viewing information, 
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but did not recite any kind of interface for entering information, specifically statistical 
values. It is noted that an "old-fashioned" CRT screen may be used to view information, 
but is not configured for entry of information, therefore a recitation of a "user-interface" 
is not necessarily a disclosure for an interface capable of data-entry. Original claim 39, 
which is nonelected, was directed to a method of using a computer system comprising 
comparing gene expression levels, but did not recite any step of entering the expression 
level values, or any other statistical information, into a computer, such that the step 
necessarily required a user interface. Applicant points to pages 14-15 of the 
specification for support for the newly filed claims. Page 14 of the originally filed 
specification, starting at line 29, does provide support for relational databases 
comprising sequence information. Page 15, lines 10-13 provides support for linked 
databases, and lines 14-19 disclose that "any appropriate computer platform" may be 
used to perform data comparisons. Page 15 does not disclose data entry nor a user 
interface, specifically, anywhere. The originally field specification does not provide 
support for a user interface for, nor a step of, entering an experimental dataset of 
statistical values which are a measure of differential expression anywhere. 

Software "to generate a second experimental dataset", as recited in part (c) of 
- claim 57Js,also_new matter. The original claims did not recite "software" anywhere. 
Page 15 of the originally field specification discloses a computer platform, generally, but 
does not specifically disclose software configured to perform any specific steps. Page 
21 of the originally filed specification, lines 24-32, discloses software and software- 
based methods for analysis of microarray information and data mining, but does not 
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specifically disclose software "for comparing statistical values" nor which is used to 
"generate a second experimental dataset..." In fact, the originally filed specification 
does not teach generation of a second experimental dataset indicative of the presence 
or absence of BPH anywhere. 

A control sample comprising "at least one", "at least two" or "at least ten" nucleic 
acid molecules, as recited in claims 57 (part (a)), and in claims 68-69, is new matter 
Original claims 32 and 33 recited a computer system comprising information identifying 
expression levels of at least two genes in Tables 1-6, or Table 5. specifically. The 
original claims did not recite control samples versus test samples. Applicant points to 
page 3 of the originally filed specification for support for "at least ten genes." Page 3 
discloses that the expression levels "at least 2,3.4.5,6,7.8.9, 10 or more genes from 
any one of Tables 1-6" may be detected; pages 2-3 disclose screening a database 
comprising "two or more genes" from the Tables. The specification does not disclose a 
database or computer system comprising data from specific numbers of control samples 
anywhere. 

For all the reasons set forth above, the claim recite new matter and are rejected. 

Conclusion 

No claims are allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Marjorie A. Moran whose telephone number is (571) 
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272-0720. The examiner can normally be reached on Mon.Wed: 7-1 :30; Tue.Thur: 
7:30-6; Fri 7-3:30 EST. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Ardin Marschel can be reached on (571)272-0718. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Infonnation regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status inforniation for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 



Marjorie A. Moran 
Primary Examiner 
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